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4) ^ Claim(s) 9 and 1 1-24 is/are pending in the application. 
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DETAILED ACTION 

1. Applicant's amendment filed on 12/08/2008 is acknowledged. 

2. Claims 9 and 1 1-24 are pending. 

3. Claims 1 1-24 stand withdrawn from further consideration pursuant to 37 CFR 1.142(b) as 
being drawn to nonelected Groups, there being no allowable generic or linking claim. Election 
was made without traverse in the reply filed on 04/03/2008. 

4. Claim 9 is currently under examination as they read on a composition activating mast cell 
and basophils and having atopic dermatitis activity which is obtained from sweat. 

5. In view of the amendment filed on 12/08/2008, only the following rejections arc 
maintained . 

Claim Rejections - 35 USC § 101 

6. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or 
any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 

7. Claims 9 stands rejected under 35 U.S.C. 101 because the claimed invention lacks 
patentable utility for the same reasons as set forth in the Office Action mailed on 09/05/2008. 

Applicant's argument filed on 12/08/2008 has been fully considered, but is not found 
persuasive. 
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Applicant argues: 

"Applicants note that the first hill paragraph on page 16 of the specification indicates that it can be 
determined whether a patient has atopic dermatitis or is at high risk for developing atopic dermatitis by 
assaying whether the patient has an antibody in their serum that binds to the composition of claim 1 . This is 
a substantial, specific and credible utility. 

The Office further appears to indicate that because the claimed fraction has not been completely 
characterized then further research would be required to determine the usefulness of the fraction. However, 
Applicants note that the above-noted utility does not require any further characterization and therefore the 
claimed composition meets the utility requirement. Applicants also note that the claimed composition is a 
product-by-process claim which is permitted under US practice. 

Applicants note that the composition of claim 1 has utility and therefore the 35 U.S.C. § 101 
rejection should be withdrawn. Applicants further note that since a credible utility has been shown, the 
above-noted enablement rejection under 35 U.S.C. § 1 12, first paragraph, should be withdrawn. 



It remains the Examiner's position that as disclosed, the composition of claim 1 does not 
have specific and substantial credible utility. Applicant has not determined the identity of the 
sweat fraction that can be used for antibody binding to determine atopic dermatitis. The 
specification disclosed a description of a method of purifying a human sweat fraction that has the 
functional characteristics of being able to activate mast cells and basophils upon binding to self- 
IgE and being able to induce atopic dermatitis, but neither the identity, biological role of the 
sweat fraction nor its significance has been disclosed. After further research, specific and 
substantial credible utility might be found. This further characterization, however, is part of the 
act of invention and until it has been undertaken, Applicant's claimed invention is incomplete. 
As such, further research would be required. Since the instant specification does not disclose a 
credible "real world" use for the sweat fractions, then the claimed invention as disclosed does not 
meet the requirements of 35 U.S. C. § 101 as being useful. 
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Applicant's argument that determining whether a patient has atopic dermatis or is at a 
high risk for developing atopic dermatitis by assaying whether the patient has an antibody in 
their serum that binds the composition of claim 1 does not require further characterization of the 
composition of claim 1 is unpersuasive because the process of obtaining the composition 
requires further research and characterization. Applicants have essentially asserted that sweat 
contains a mast cell activating fraction that binds an antibody associated with disease, wherein 
the disease is associated with antibodies that bind mast cell activating compounds. Therefore, 
the asserted utility is neither specific nor substantially credible and requires significant further 
characterization. 



Claim Rejections - 35 USC § 112 

8. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

9. Claims 9 stands rejected under 35 U.S.C. 1 12, second paragraph, as being incomplete for 
omitting essential elements, such omission amounting to a gap between the elements for the 
same reasons as set forth in the Office Action mailed on 09/05/2008. 

Applicant's argument filed on 12/08/2008 has been fully considered, but is not found 
persuasive. 

Applicant argues: 

"The Office's position is that the structure of the recited compound is an essential step. Applicants 
respectfully disagree. Applicants note that claim 9 is a product-by-process claim as permitted under US 
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practice. Applicants note that such claim can be seen as an extract, which are commonly granted patents. 
Thus, this rejection is untenable and should be withdrawn. " 

It remains the Examiner's position that it is unclear what the recited composition 
comprises because the recited composition is being claimed by functional language instead of 
structure. Applicant's assertion that the composition is a product by process is not persuasive to 
overcome the instant rejection as the process recited is not specific enough to result in any 
particular composition. In particular, there are no specific method steps recited, therefore, the 
resulting composition is also not specific and indefinite. 

10. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

1 1 . Claims 9 stands rejected under 35 U.S.C. 1 12, first paragraph. Specifically, since the 
claimed invention is not supported by either a specific and/or substantial asserted utility or a well 
established utility for the reasons set forth above, one skilled in the art clearly would not know 
how to use the claimed invention so that it would operate as intended without undue 
experimentation for the same reasons as set forth in the Office Action mailed on 09/05/2008. 

Applicant's argument filed on 12/08/2008 has been fully considered, but is not found 
persuasive. 

Applicant argues: 
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"Applicants note that the first hill paragraph on page 16 of the specification indicates that it can be 
determined whether a patient has atopic dermatitis or is at high risk for developing atopic dermatitis by 
assaying whether the patient has an antibody in their serum that binds to the composition of claim 1 . This is 
a substantial, specific and credible utility. 

The Office further appears to indicate that because the claimed fraction has not been completely 
characterized then further research would be required to determine the usefulness of the fraction. However, 
Applicants note that the above-noted utility does not require any further characterization and therefore the 
claimed composition meets the utility requirement. Applicants also note that the claimed composition is a 
product-by-process claim which is permitted under US practice. 

Applicants note that the composition of claim 1 has utility and therefore the 35 U.S.C. § 101 
rejection should be withdrawn. Applicants further note that since a credible utility has been shown, the 
above -noted enablement rejection under 35 U.S.C. § 1 12, first paragraph, should be withdrawn. 



It remains the Examiner's position that as disclosed, the composition of claim 1 does not 
have specific and substantial credible utility. Applicant has not determined the identity of the 
sweat fraction that can be used for antibody binding to determine atopic dermatitis. Further, the 
instant claims require the interaction of two uncharacterized elements. The first element is 
human own antibodies that can bind a sweat fraction and induce atopic dermatitis and the second 
is a sweat fraction that can bind human own antibodies and induce atopic dermatitis. No 
structural characteristics are given for either element. The specification disclosed a description 
of a method of purifying a human sweat fraction that has the functional characteristics of being 
able to activate mast cells and basophils upon binding to self-IgE of atopic dermatitis patients 
and being able to induce atopic dermatitis, but neither the identity, biological role of the sweat 
fraction nor its significance has been disclosed. After further research, specific and substantial 
credible utility might be found. This further characterization, however, is part of the act of 
invention and until it has been undertaken, Applicant's claimed invention is incomplete. As 
such, further research would be required. Since the instant specification does not disclose a 
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credible "real world" use for the sweat fraction, then the claimed invention as disclosed does not 
meet the requirements of 35 U.S. C. § 101 as being useful. 

Applicant's argument that determining whether a patient has atopic dermatis or is at a 
high risk for developing atopic dermatitis by assaying whether the patient has an antibody in 
their serum that binds the composition of claim 1 does not require further characterization of the 
composition of claim 1 is unpersuasive because the process of obtaining the composition 
requires further research and characterization. Applicants have essentially asserted that sweat 
contains a mast cell activating fraction that binds unspecified antibodies of atopic dermatitis 
patients that are associated with disease, wherein the disease is associated with unspecified 
antibodies that bind mast cell activating compounds. Therefore, the asserted utility is neither 
specific nor substantially credible and requires significant further characterization. 

12. Claims 9 stands rejected under 35 U.S. C. 112, first paragraph, because the specification, 
while being enabling for : a method for purifying human sweat; does not reasonably provide 
enablement for a composition comprising a fraction activating mast cells and basophils upon 
binding to a human own IgE antibody and having an atopic dermatitis inducing activity, which is 
obtained from sweat through the following steps comprising: filtering human sweat, removing 
insoluble matters and collecting the filtrate; mixing the filtrate with a ConA-affinity carrier and 
collecting the supernatant; and separating a fraction having a histamine-releasing activity from 
the supernatant by anion exchange column chromatography and reverse phase column 
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chromatography wherein the fraction activates mast cells and basophils upon binding to a human 
own IgE antibody and has atopic dermatitis inducing activity of claim 9. The specification does 
not enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and or use the invention commensurate in scope with this claim for the same 
reasons as set forth in the Office Action mailed on 09/05/2008. 

Applicant's argument filed on 12/08/2008 has been fully considered, but is not found 
persuasive. 

Applicant argues: 

"Applicants respectfully traverse this rejection as applied 1o amended claim 9. Applicants note that 
in order to clarify the claimed invention and without acquiescence to the correctness of the Office's 
positions, claim 9 has been amended to indicate that the fraction activates mast cells and basophils upon 
binding to a human own IgE antibody and has atopic dermatitis inducing activity. Thus, as taught in the 
specification, such sweat can be obtained from a patient with atopic dermatitis. Thus, it is respectfully 
submitted that the claimed composition can be obtained without undue experimentation and therefore this 
rejection, as applied to the amended claim, is untenable and should be withdrawn. " 

It remains the Examiner's position that Applicants have not isolated or characterized the 
fraction of sweat that is responsible for the claimed functional activities. As such, without 
structure, Applicants are not enabled for the composition. Further, contrary to Applicant's 
assertion, one of ordinary skill in the art would be required to perform undue experimentation to 
obtain the composition recited because it is excessive and undue to analyze every fraction of the 
human sweat supernatant for the claimed function. Further, the claims as recited read on human 
sweat fractions that exhibit histamine releasing activity of any cells from any patient. Applicants 
have not demonstrated a correlation between histamine releasing activity in any cell with the 
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ability to induce atopic dermatitis. Applicant's argument that structure is unnecessary because 
the claims are directed to a product by process is unpersuasive. The function alone is not 
sufficient to identify the instant compound, irrespective of the method of production. Therefore, 
the rejection stands. 



13. Claims 9 stands rejected under 35 U.S.C. 1 12, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. 

Applicant is in possession of : a method for purifying human sweat. 

Applicant is not in possession of : a composition comprising a fraction activating mast 
cells and basophils upon binding to a human own IgE antibody and having an atopic dermatitis 
inducing activity, which is obtained from sweat through the following steps comprising: 
filtering human sweat, removing insoluble matters and collecting the filtrate; mixing the filtrate 
with a ConA-affinity carrier and collecting the supernatant; and separating a fraction having a 
histamine-releasing activity from the supernatant by anion exchange column chromatography 
and reverse phase column chromatography wherein the fraction activates mast cells and 
basophils upon binding to a human own IgE antibody and has atopic dermatitis inducing activity 
of claim 9 for the same reasons as set forth in the Office Action mailed on 09/05/2008. 
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Applicant's argument filed on 12/08/2008 has been fully considered, but is not found 
persuasive. 

Applicant argues: 

"Again, Applicants note that the claims are product by process claims and do not require the 
structure of the claimed compound. Applicants further note that under the guidelines for examination of 
patent applications under the 35 U.S.C. § 1 12, paragraph one, "written description" requirement, the written 
description requirement for a claimed genus may be satisfied by disclosure of relevant, identifying 
characteristics such as physical properties. It is noted that the claimed product-by -process indicates that the 
claimed fraction activates mast cells and basophils upon binding to a human own IgE antibody and having 
an atopic dermatitis inducing activity. Further, the claimed product-by-process discloses a method of 
obtaining the claimed composition. Thus, Applicants note that the specification and the claim indicate that 
Applicants had possession of the claimed genus, i.e., a fraction with the noted properties that was obtained 
by the method recited in the claims. " 



It is the Examiner's position that "Possession may not be shown by merely describing 
how to obtain possession of member of the claimed genus or how to identify their common 
structural features" Ex parte Kubin (83 U.S.P.Q.2d 1410 (BPAI 2007)), at page 16. In the 
instant case, Applicants have not adequately described the composition comprising a sweat 
fraction that can be used. "Without a correlation between structure and function, the claim does 
little more than define the claimed invention by function" supra, at page 17. Definition by 
function does not suffice to define the genus of compositions encompassed because it is only an 
indication of what the composition does rather than what it is. Applicant's argument that 
structure is unnecessary because the claims are directed to a product by process is unpersuasive. 
The function alone is not sufficient to identify the instant compound, irrespective of the method 
of production. Therefore, the rejection stands. 
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Claim Rejections - 35 USC § 102 

14. The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

15. Claims 9 stands rejected under 35 U.S.C. 102(b) as being anticipated by Hide et al. 
(PTO-892 mailed 03/17/2008; Reference U) for the same reasons as set forth in the Office 
Action mailed on 09/05/2008. 

Hide et al. teaches a purified composition which is obtained from human sweat that 
activates mast cells and basophils upon binding to human IgE antibody and has atopic dermatitis 
inducing activity (In particular, abstract, 'Materials and Methods" sections, Figure 4, paragraph 
spanning left and right columns of page 339, whole document). 

The recitation of "obtained from human sweat through the following steps comprising: 
filtering human sweat, removing insoluble matters and collecting the filtrate; mixing the filtrate 
with a ConA-affinity carrier and collecting the supernatant; and separating a fraction having a 
histamine-releasing activity from the supernatant by anion exchange column chromatography 
and reverse phase column chromatography" of claim 9 is included in this rejection because the 
patentability of a product does not depend on its method of production. In re Thorpe, 227 USPQ 
964, 966 (Fed. Cir. 1985) See MPEP 2113. Further, once a product is fully disclosed in the art, 
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future claims to that same product are precluded, even if that product is claimed as made by a 
new process. 

The reference teachings anticipate the claimed invention. 

Applicant's argument filed on 12/08/2008 has been fully considered, but is not found 
persuasive. 

Applicant argues: 

Applicants note that Hide et al. describes on page 339, right column, lines 13-19 that "a dot blot 
study of these fractions did not show any apparent binding of serum IgE in sera of these patients." Since the 
composition of the claimed invention is able to bind IgE, this composition is clearly different from the 
composition of Hide et al. 

It is the Examiner's position that although the specific proteins mentioned on page 339, 
lines 13-19 do not bind IgE, the reference teaches in that same paragraph that there are two 
proteins which have been shown to bind IgE. Since the claims are directed to "fractions" and not 
specific proteins, the claims read on reference sweat fractions comprising a protein which binds 
IgE and another protein that activates mast cells and basophils upon binding to IgE and has 
atopic dermatitis inducing activity, as was shown to be present in the reference sweat fractions. 
Therefore, the rejection stands. 



16. 



No claim is allowed. 
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17. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 



18. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Nora M. Rooney whose telephone number is (571) 272-9937. 
The examiner can normally be reached Monday through Friday from 8:30 am to 5:00 pm. A 
message may be left on the examiner's voice mail service. If attempts to reach the examiner by 
telephone are unsuccessful, the examiner's supervisor, Eileen O'Hara can be reached on (571) 
272-0878. The fax number for the organization where this application or proceeding is assigned 
is 571-273-8300. 



Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



February 27, 2009 
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Patent Examiner 
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